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Venue Laboratories, Inc., 270 Northfield 
Rd., P.O. Box 46568, Bedford, OH 
44146, has filed an application 
requesting approval for the export of the 
human drug ^Verapamil Injection, 
U.S.P. 2.5 mg/mL. 2 mL vial, and 4 mL 
vial to Canada. ^Verapamil Injection, 
.U.S.P. 2.5 mg/mL, 2 mL vial, and 4 mL 
"vial is indicated for the rapid 
conversion to sinus rhythm of 
paroxysmal supraventricular 



has made the determination because of 
the submission of an application to the 
Commissioner of Patents and 
Trademarks, Department of Commerce, 
for the extension of a patent which . 
claims that medical device. 
ADDRESSES: Written comments and 
petitions should be directed to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, 
rm. 1-23, 12420 Parklawn Dr., 



tachycardias. When clinically advisable, Rockville, MD 20857. 
appropriate vagal. maneuvers should be F OR FURTHER INFORMATION CONTACT: 
attempted prior to ^Verapamil Injection Brian J. Malkin, Office of Health Affairs 



administration, the application was 
received and filed in the Center for Drug 
Evaluation and Research on April 22, 
1994, which shall be considered the • 
filing date for purposes of the act. 

Interested persons may submit 
relevant information on the application 
to the Dockets Management Branch 
(address above) in two copies (except 
that individuals may submit single 
copies) and identified with the docket 
number found in brackets in the 
heading of this document. These 
submissions may be seen in the Dockets 



(HFY-20), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-1382. 
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L. 98-417) 



No. 4,976,273) from Chartex 
International Pic; the Patent and 
Trademark Office requested FDA's 
assistance in determining this patent's 
eligibility for patent term restoration. In 
a letter dated July 28, 1993, FDA 
advised the Patent and Trademark 
Office that this medical device had 
undergone a regulatory review period, 
and the approval of the Reality™ 
Female Condom represented the first 
commercial marketing or use of the 
product. Shortly thereafter, the Patent 
and Trademark Office requested that the 
FDA determine the product's regulatory 
review period. • 

FDA has determined that the 
applicable regulatory review period for 
the RealityTM Female Condom is 2,017 
days. Of this time, 1,460 days occurred 



Restoration Act of 1984 (Fuo. l. au-4i / 1 h f & 



Term Restoration Act (Pub. L, 100-670) 
generally provide that a patent may be 
extended for a period of up to 5 years 
so long as.the patented item (human 
drug product, animal drug product, 
medical device, food additive, or color 
additive) was subject to regulatory 



Management Branch between 9 a.m. and rev i ew by FDA before the item was 
4 p.m., Monday through Friday. marketed. Under these acts, a product's 

The agency.encourages any person ■ 
who submits relevant information on 
the application to do so by May 23, 



days occurred during the approval 
phase. These periods of time were 
derived from the following dates: 

1. The date the first clinical trial on 
this device was begun: October 31, 1987; 
The clinical trial cited by the applicant 
was conducted outside the United 
ucl s States and was not' subject to FDA's 
^gulatoryrevie^periodfo^^ Jggjgjt £™3er^ion 
for determining the amount of extension *° Food> r^g, an d 

an applicant may receive. ^ ^ Cos | etic Act (the act) nor n,^. 



1994; and to provide an additional copy _ . - A^"T a 't 0 ry review period consists of Cosmetic Act (the act) nor r DA s 

of the submission directly to the contact ; two B riods </ f time: a testing phase and ^ u ' r ^Vnn^ 

person identified above, to facilitate ^ a £ proval phase . For medical devices, board IRB) a _ P proyal under section. 

v ,„ A,,*„n ^„^„„XcoWn C with a rHniral 520(g)(3) of the act. Therefore, the 



consideration of the information during the test i n g phase begins with a clinical 

the 30-day review period. investigation of the device and runs 

This notice is issued under the unt jj fa e approval phase begins. The 

Federal Food, Drug, and Cosmetic Act appr0 val phase starts with the initial 

(sec. 802 (21 U.S.C. 382)) and under submission of an application to market 

authority delegated to the Commissioner the d ev i ce an d continues until 
of Food and Drugs (21 CFR 5.10) and ... 
redelegated to the Center for Drug 
Evaluation and Research (21 CFR 5.44). 



permission tomarket the device is 
granted. Although only a portion of a- 
regulatory review period may count 
Dated: May 3, 1994. toward the actual amount of extension 

Stephanie R Gray, that the Commissioner of Patents and 

Acting Director. Office of Compliance. Center Trademarks may award (half the testing 
for Druo Evaluation and Research. phase must be subtracted as well as any 

(FR Doc. 94-11440 Filed 5-10-94; 8:45 am] time that may have purred before the 

BILLING CODE 4160-01-1 



[Docket No. 93E-0268] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; RealityTM Female Condom 

AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug 
■ Administration (FDA) has determined 
the regulatory. review period for the 
RealityTM Female Condom and is 
publishing this notice of that 
determination as required by law. FDA 



testing phase begins on the date the 
device is first used with human subjects 
as part of a clinical investigation to be . 
filed with FDA to secure premarket 
approval of the device (21 CFR 
60.22(c)(l)(iii)). The applicant has stated 
that the date on which the device was 
first used with human subjects as part 
of a clinical investigation to be filed 
with FDA to secure premarket approval 
of the device was October 31, 1987. 
Because of the circumstances previously 
la ve occurreu u» described for the clinical trjal cited I by 

patent was issued), FDA's determination ^yp^™^™^ 
of the length of a regulatory review 
period for a medical device will include 
all of the testing phase and approval 
phase as specified in 35 U.S.C. 



156(g)(3)(B). 

FDA recently approved the RealityTM 
Female Condom for marketing. The 
RealityTM Female Condom is a medical 
device that is indicated for use to help 
prevent pregnancy and sexually 
transmitted diseases, including the 
human immunodeficiency virus (HIV) 
infection, during vaginal intercourse. 
Subsequent to this approval, the Patent 
and Trademark Office received a patent 
term restoration application for the 
Reality™ Female Condom (U.S. Patent 



whichto review this date (21 CFR 
60.20(c)(6). Although FDA cannot, 
therefore, confirm that testing began as 
stated by the applicant, FDA is using 
this date as the start of the testing phase. 

2. The date an application was 
initially submitted with respect to the 
device under section 515 of the Federal 
Food, Drug, and Cosmetic Act: October 
29, 1991. FDA has verified the 
applicant's claim that the premarket 
approval application (PMA) for the 
RealityTM Female Condom (PMA 
P910064) was initially submitted on 
October 29, 1991. 

3. The date the application was 
approved: May 7, 1993. FDA has 



24450 
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also review. and ioommeilt ion .proposed 
regulations promulgated by the .'Secretary 
under provision,of>£he legislation. 

Agenda: The meeting will .begin on iEriday.. 
June 3,at 8:30a.m. with site visits to health 
care facilities in Ttew Jersey and New York 
City. The agenda forthe business meetings 
on Saturday iand.-Suiirlay.,iJune<4-^5,'will 
include-updatesfon*he Bureautof Primary 
HealthiCare, the National Health .Service 
Corps, .presentationstby Mew 'Xorkpublic 
health officials, universal -service.and mental 
and dental health Issues. 

The meeting is open 'to the public, 
howevecfhotaansportationwlllbe provided 
forihe site visits. 

Anyone requifinginforjiiationiregaiding 
the subject Council should contact tMs.Mada 
Schndbel 'National Advisory Gouncil on -the 
National Health Service 'Corps, Bfh Boor. 
4350East West Highway. Hodcville. 
Maryland 20BS7»-ffelephone48ei3 '594-4136. 

Agenda Items we subject -to idhange :as 
priorities -dictate. 

fl3ated:May(6.t99a. 
Jadde£.Saom. 

AdvisBr^Comnvttee'Mamjgernerlt'Oifficer. 
HBSA. 

IFR Dct«^ll'383Eksd5-^i0^:!8:45 ami 

B1U3N8«0»E»I«WW> ' 



verified the applicant 's claim lhat.PMA 
P910064 was approved on May 7., 1993. 

This determination -of the regulatory 
ret-iew -period establishes ahe maximum 
potential Jength -of<a patent ■extension- 
However. the iLLS. Paterrtand 
Trademark Ofiice<a,ppliesseveTal 
statutory limitations an its -calcula lions 
of theactual period Jbiipatent extension- 
In its application for patent -extension, 
this applicant seeks 717 days iof ipatent 
term extension. 

Anyone with knowledge that any of 
ihe dates as l published is incorrect may, 
on-orbefore'July it. 1994, submit tto the 
Dockets 'Management Branch ({address 
above) written .comments ,and ask for a 
redetermination. jFurthermore , any 
interested person may petition fT2A. on 
or before iNovesnber 7 . 1994 , for a 

determination ^regarding whether the 

applicant :fbr extension acted with due 

diligence during &e regulatory review. 

period. To meet its burdea, the petition 

must contain sufficient facts to anerit an 

FDA investigation. JSee H. Kept. £57. 

part l,98thjCong..2dsess., pp. 4i-42. 

19843 Petitions should be in the format 

specified in 21 CFR 1Q.30. 
Comments and petitions should be 

s ubmitted to the Dockets Jvlanagement 

Branch Jaddress. above) in ihiee -copies 

(except fhal indi viduals -may .submit 

single copies) and identified with £he 

docket jaumber found ia brackets in the 

heading filfhis document. Comments 

and petitions may be seen in Ihe 

Dockets Management Branch between '9 

aum.<and 8 p-m„ Monday through 

Friday. 
Date* iApril :29,299a. 

Stuart L. Nightingale, : 

AssocidteCommissSonerfor Health Affairs. 

[FR iDoc. "94-11439 Filed <5- ir>-94; '8:45 ami 

biumc coce n«Mi* 

Health ttesouroes and Services 
Administration 

Advisory Council; iMeefing 

In accordance with section l-0(a)(2)-of 
the Federal Adviscoy Committee Act 
(Pub. -92-4B3I announcement is 
made o'fthe following National 
Advisory body scheduled to meet 
during the month oFJune 1994. 

ifVame/Wational Advisory vCouncdl on ;the 
National Health Service Corps. 

Date and Time: Jane 3-5* 1994. 

P/ace.sRadissonHotel Newark Airport. 128 
Frontage Road, .tilewark, Kew Jersey 0 7 1 1 4.' 
(20t) 690^5500. ThaTireering is open to the 

^ f^rpose:TheX!ljunc'il^wTll ! advise-snd"'make for improving health services delivery r in 
appropriate recommendationsajnitbe ruraSareas. 

National J^khServiMCorps(NHSC) The meeting will adjourn on Wednesday, 

program asmandated by legislation. It will June 15. at-noon.l(Traiisportati 



Advisory •Council; Meeting 

In accordance with section lt)Ia)(2) of 
the federal Advisory "Committee Act ■ 
(Pub; L. 92-4631, announcement is 
made of 'the following National 
Advisory bodies scheduled lorneet 
duringthe month of June 1994: 
- Nome:JtfationalAd«isorj'Gommitteeion 
Rural Health. 
Dote.anaTirne:June 33-15. 0994; 1:30 

P «ace:Tbe Des Moines Waniritt. 700 Grand 
Avenue. DeslMeines, lA l 5G309,'(51 : 5) 235- 
5500. TiemeetmgiU<open«oitbepublrc. 

Purpose: TbeXtommittee provides advice 
and reoommeiHiBtkuis-teitheSecretaiywith 
respect tothe .delivery, financing, jesearch. 
development and administration of health 
care .services in rural areas. 

■Agenda: Plenary session on 'Monday, June 
1 X -will be devoted to "'The Health Care 
Reform 5n IRurtfl Areas and Telemedicine.'" 
Other -plenary topics will include -discussions 
and presentations on thechanges ;on ferm 
safety, jural physician .recruitment and 
placement, .and a rural community 
empowerment project, ".Hometown. Health." 
In addition, a presentation regardingihe 
application of the field of telemedicine in 
HealthCare 'Reform wnllbeprovided at .the 
Iowa Methodist WedicalCemer.'Atripto the 
Farm Bureaa hasfceen -planned for Monday 
evening- ITbe presentation will coventhe 
Bureau's Farm Safety -Program. 
The EducationandlHealth^ervaces Work 



rripsWill-not be provided. All 'Si 
open toithe puolicl 

Anyone requiring information regarding 
the subject CeamcVl should contact jjcffory 
Human, ExecutiveSecretaiy.'fiiauoaal 
Advisory Committee on Rural Health, Health 
Resources and Services Administration, room 
g-OS.'Pariclawn'Buuding, 5600 Tis'hersXane. 
Rockville. Maryland 20857. Telephone (3D1) 
443-0835, FAXJ301H43-28O3.. 

Persons interested linattendingany portion 
of the meeting-sbould-coritact iMs. Arlene 
Granderson.-Birectbr of -Opera tions.iQfficeof 
Rural Health Policy. Health Resources -and 
Services Administration, Telephone 13D1J 
443-43835. 

Ndme.-National-Comrriissionion Allied 
Health 

Date and Time:<hme ^O-^-L 1994. a.m. 
' PMce: StoufferlMayflower!Hotel, ni27 
Connecticut Avenue.. WW, 'HVaslnngton. DC • 
20036. The imeetmg lis open to 4he ipublic. 

Purpose: Xhe National iGommission on 
Allied -Health shall: ID Make 
recommendations lo the Secretary of ilealth 
and 'Human Services, the Committee on 
Labor and Hmrian Resources of She 'Senate, 
and theCommittee on Energy 'arid 'Commerce 
of the House of Representatives, mhAi Tespect . 
to: (A) Tlie^pplyand(dlstmbufionic(fallied 
health personnel throughout *he lihfiled 
States: fBj curren.t.arid Aitureishoriages or • 
excesses ofalliedihEalthperscamel, 
" particularly in medically hndeaserved and 
ruralcOT7unuB'tties:iapnomtyTesearch 
needs within "the allied heaftthiprofessidns: 
(D) appropriate Federal policies relating to 
the -matters idesnribed in*ubpaTag^ap'hsl{ A , ) 
miough<Q,incluamgpBlicies(conceming 
changes in the !Bnanr4ng<ofaindeigradaate 
and graduate allied health iprograms.ichanges 
in the'types of aTiied health : education, -and 
the appropriate Federal role in fhe 
development xlf a research base in the. allied 
health professions; KE) apprppriate^efforts to 
be carried <out% health -care faciMries. 
sdirKjlsandiprogramsielallied health, and 
professional assDoiationsTOmi respect 'to ifhe 
matter referred to in subparagraph dAl 
including -efforts for changes an ' 
undergraduate and graduate allied health 
education programs, andprwatersupportfor 
research initiatives; (F) deficiencies and 
needs for impro vements in iexisting alata 
bases concerhinglhesupplyand-.distributdon 
- of training programs for allied health in the 
United States and steps that should be taken 
to eliminate such deficiencies; and -(G) 
problems. »"H recommendations for the 
resolution of such problems, relating to the 
roles and functions of professionals within 
the allied health fields and. other fields .such 
as medicine and dentistry; and 12) encourage 
entities providing allied health Bducation to 
conduct activities ao -voluntarily achieve the 
recommendations of the Commission. 

Agenda: The agenda includes Opening and 
Welcome remarks; Introduction of members; 
Congressional perspective of Jbe 
Commission; Public Advisory'-Gorrmrittes 
Overview; Election coflhe^ChairpersGn: 



CroupandmeHealthCarefiiwincing Woik _ . 
Croup.will meetbetwaenplenary^essionson developmentiof^uhcommittees; 
developing recommendations and strategies presentations on supply and -distrihuti 



mfield 



shortages and excess and current -research 
activities. 

Anyone requiring information regarding 
the Gommittee sbould contact Mr. Neil "H. 



